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DETAILED ACTION 

1 . The Election filed March 31 , 2006 in response to the Office Action of December 

1 , 2005 is acknowledged. Applicant elected with traverse Group I, claims 1-11 and 
species :of colon cancer-specific marker SEQ ID NO:72. Because applicant did not 
distinctly and specifically point out the supposed errors in the restriction requirement, 
the election has been treated as an election without traverse (MPEP 818.03(a)). 

Claims 1-28 are pending. Claims 12-28 are withdrawn from further consideration 
by the examiner under 35 CFR 1.142(b) as being drawn to non-elected inventions. 
Claims 1-1 1 are currently under prosecution. 

Specification 

2. The disclosure is objected to because it contains an embedded hyperlink and/or 
dther form of browser-executable code on page 17. Applicant is required to delete the 
embedded hyperlink and/or other form of browser-executable code. See MPEP § 
608.01. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
Aperson shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
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granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
ohly if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

3. Claims 1-6 and 8-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Oberg et al (Anticancer research, 2000, 20:1085-91). 

The claims are drawn to a method of diagnosing colon cancer in an individual 
comprising obtaining a serum sample from said individual, detecting the presence of 
TIMP Ijwherein the step of detecting comprises contacting a serum sample with an 
antibody which is capable of binding to TIMP 1 (claims 1-3), and a method of 
diagnosing colon cancer in an individual comprising detecting the presence of TIMP 1 
and at least one other colon cancer specific marker in said sample, wherein the step of 
detecting comprises contacting a serum sample with a fist antibody that binds to TIMP 1 
and a second antibody that binds to the at least one other colon cancer specific marker 
(claims 6, 8, 9), wherein the antibodies are labeled (claims 4 and 10), and wherein the 
individual is human (claims 5 and 11). 

Oberg et al teach a method of diagnosing colon cancer in an individual 
comprising obtaining a serum sample from said individual, detecting the presence of 
TIMP 1, and wherein the step of detecting comprises contacting a serum sample with a 
monoclonal antibody which is capable of binding to TIMP 1 in an ELISA (p. 1086, col. 
2). Oberg et al teach that patients with colorectal cancer had, compared to the control 
group, significantly high levels of TIMP 1 (p. 1088, col. 1; p. 1089, col. 1). Oberg etal 
further teach said method of diagnosing colon cancer comprising detecting additional 
colon cancer-specific markers MMP-2, MMP-9, and TIMP-2 using antibodies in an 
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ELISA (abstract) and that levels of MMP-2, MMP-9, and TIMP-2 were significantly 
higher in colon cancer patients than in the control group (p. 1088, col. 1; col. 1; p. 1089, 
col. 1). Hence, all of the limitations of the claimed methods are met. 

4. Claims 1-5 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
Patent Application 2004/0105862 A1, Pan et al, filed 4/24/2002, published 6/3/2004. 

The claims are drawn to a method of diagnosing colon cancer in an individual 
comprising obtaining a serum sample from said individual, detecting the presence of 
JIMP 1,;wherein the step of detecting comprises contacting a serum sample with an 
antibody which is capable of binding to TIMP 1 (claims 1-3), wherein the antibodies are 
labeled (claim 4), and wherein the individual is human (claim 5). 

Pan et al teach a method for diagnosing colon cancer comprising detecting 
human TIMP-1 in a serum sample using a TIMP-1 antibody, wherein the antibody 
comprises a detectable label (abstract, [0036-0037], [0098-0099]). 

i 

5. Claims 1-6 and 8-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by 
US Patent Application 2003/0082652 A1, Holten-Andersen et al, filed 4/8/2002, 
published 5/1/2003. 

The claims are drawn to a method of diagnosing colon cancer in an individual 
comprising obtaining a serum sample from said individual, detecting the presence of 
TIMP 1, -wherein the step of detecting comprises contacting a serum sample with an 
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antibody which is capable of binding to TIMP 1 (claims 1-3), and a method of 
diagnosing colon cancer in an individual comprising detecting the presence of TIMP 1 
and at least one other colon cancer specific marker in said sample, wherein the step of 
detecting comprises contacting a serum sample with a fist antibody that binds to TIMP 1 
and a second antibody that binds to the at least one other colon cancer specific marker 
(claims 6, 8, 9), wherein the antibodies are labeled (claims 4 and 10), and wherein the 
individual is human (claims 5 and 11). 

Holten-Andersen et al teach a method for diagnosing colon cancer in a human 
comprising detecting TIMP-1 in serum samples using an ELISA with TIMP-1 antibodies 
([0003], J0010], Example 1 , Example 4). Holten-Andersen et al teach said method of 
diagnosing colon cancer further comprising determining the concentration of a second 
colon cancer tumor marker in the serum sample, wherein the second tumor marker was 
CEA measured using a CEA EIA kit ([0044], Example 6, Example 16). Holten-Andersen 
et al teach that by adding an additional marker, an improvement in the diagnostic 
sensitivity of total TIMP-1 can be obtained, while maintaining a high specificity of 98%. 
Thus the combination of CEA and TIMP-1 could be useful as a screening procedure to 
identify patients with a high risk of having colon cancer ([0226]). 

Claim Rejections -35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
dbvioushess rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

US Patent Application 2003/0082652 A1 , Holten-Andersen et al, filed 4/8/2002, 

published 5/1/2003 in view of Schrewe et al (Molecular and Cellular Biology, 1990, 

10:2738-2748) (see sequence search result #1 in both PIR 80 and UniProt databases 

for SEQ ID NO:72 search). 

The claims are drawn to a method of diagnosing colon cancer in an individual 
comprising detecting the presence of TIMP 1 and at least one other colon cancer 
specific marker in a serum sample (claim 6), wherein said at least colon cancer specific 
marker is SEQ ID NO:72 (claim 7). 

Holten-Andersen et al teach a method for diagnosing colon cancer in a human 
comprising detecting TIMP-1 and a second colon cancer tumor marker in serum 
samples; wherein the second tumor marker was CEA measured using a CEA EIA kit 
([0003], [0010], Example 1, Example 4, [0044], Example 6, Example 16). Holten- 
Andersen et al teach that by adding an additional marker, an improvement in the 
diagnostic sensitivity of total TIMP-1 can be obtained, while maintaining a high 
specificity of 98%. Thus the combination of CEA and TIMP-1 could be useful as a 
screening procedure to identify patients with a high risk of having colon cancer ([0226]). 
Holten-Andersen et al does not teach that the second tumor marker is SEQ ID NO:72. 

Schrewe et al teach that CEA is a widely used tumor marker, especially in the 
Surveillance of colonic cancer patients (abstract). Schrewe et al teach the CEA colon 
cancer marker with 100% homology to SEQ ID NO:72 of the instant application (see 
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sequence search result #1 in both PIR 80 and UniProt databases for SEQ ID NO:72 
search).! 

It| would have been prima facie obvious to one of ordinary skill in the art at the 
time the; invention was made to detect the presence of CEA colon cancer tumor marker 
Consisting of SEQ ID NO:72 in the method taught by Holten-Andersen et al because 
Schrewe et al teach teaches that SEQ ID NO:72, or CEA, is a widely used tumor marker 
for colon cancer. One would have been motivated to detect SEQ ID NO:72 as a second 
tumor marker in the method of Holten-Andersen et al because both references teach 
that CEA is used as a tumor marker for colon cancer, hence one of ordinary skill in the 
art would have a reasonable expectation of success in detecting SEQ ID N0.72 in 
addition-to TIMP-1 in order to diagnose colon cancer. 

7. Conclusion: No claims are allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura B. Goddard, Ph.D. whose telephone number is 
(571) 272-8788. The examiner can normally be reached on 8:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only, 
for more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Laura B Goddard, Ph.D. 

Examiner 
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